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-Sublabel A: Control of insect pests in tobacco processing and storage '
facilities

FOR PROTECTION OF STORED TOBACCO FROM DAMAGE BY _ '
CIGARETTE BEETLE (LASIODERMA SERRICORNE) AND ’ '
TOBACCO MOTH (EPHESTIA ELUTELLA)

INTRODUCTION

B2E-01 is an emulsifiable concentrate formulation of the insect growth regulator, (S)-Methoprene. Itis
designed for use as a space spray in cold aerosol generators and in liquid concentrate form as an aqueous
emulsified spray. Unlike traditional pesticides, (S)-Methoprene does not immediately kill immature insects;
instead, it interferes with the normal insect development process and prevents adult pest emergence. B2E-
01, prevents the adult emergence and reproduction of the Cigarette beetle (Lasioderma serricorne) and
Tobacco moth (Ephestia elutella) when used according to label directions.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

Do not apply directly to tobacco being processed. Do not use this product in or on electrical equipment due
to the possibility of shock hazard.

APPLICATION WITH COLD AEROSOL GENERATORS

Apply B2E-01 as a mist or aerosol. Dilute with water as required following the instructions of the spray
equipment manufacturer. Apply B2E-01 at the rate of 1 ml per 1000 square feet of surface area. Use spray
equipment that will achieve uniform dispersal for best treatment results.

" Close room or warehouse and shut off all ventilating systems. Apply the product as a fine mist in the air

above the trays, shelves, and in areas where dust may accumulate. Leave the room closed for a minimum
of 30 minutes (longer if possible) to allow the fine spray mist to settle. Do not remain in treated areas after
treating. Ventilate treated areas before reentry. Repeat application as required. .

APPLICATION AS AN AQUEOUS SPRAY .

Prepare a diluted spray solution by adding 1 ml of B2E-01 to 1 gallon of water. Apply at a rate of 1 gallon of
diluted solution per 1000 square feet of surface area with any low pressure sprayer typically used for indoor
applications. Treat all areas that may harbor insect pests. Repeat application as required.

MIXING INSTRUCTIONS v

Partially fill clean application tank with water, add the specified amount of B2E-01, mix, and complete filling
with quantity of water specified above. Use diluted spray solution within 72 hours of mixing. Agitate before
each use.

B2E-01; EPA Reg. No. (Pending as File Symbol 75318-A)
Label version (28) dated December 27, 2005
Page 2 of 11
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MIXING AND HANDLING INSTRUCTIONS:

Partially fill clean application tank with water, add the specified amount of B2E-01, mix, and complete filling
with water. Use diluted spray solution within 72 hours of mixing. Agitate before each use.

APPLICATION SITES

WASTE WATER TREATMENT FACILITIES

Make applications of B2E-01 to sewage as it flows into trickling filters, sludge drying beds, clarifiers, holding
ponds, lagoons, influent structures, stagnant or standing water, or other areas of waste water facilities where
pests are a problem. Make B2E-01 applications as the sewage enters (influent areas) the waste water
treatment area. For best results, apply to the influent side.

B2E-01; EPA Reg. No. (Pending as File Symbol 75318-A)
Label version (28) dated December 27, 2005
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STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE
Store in a cool, dry place.

PESTICIDE DISPOSAL
Wastes resulting from this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL ,

Triple rinse or equivalent, then offer for recycling or reconditioning or puncture and dispose of in a
sanitary landfill, or incineration, or if allowed by state and local authorities, by burning. If burned, stay out
of smoke. Do not reuse container. ' ‘

WARRANTY AND CONDITIONS OF SALE

Seller makes no warranty, express or implied, concerning the use and handling of this product other than
indicated on the label. To the fullest extent permitted by law, buyer assumes all risks of use and handling of
this material when such use and handling are contrary to label instructions.

Always read the label before using this product.

For information, call 1-XXX-XXX-XXXX or visit our web site: www. ' .com

B2E-01; EPA Reg. No. (Pending as File Symbol 75318-A)
: Label version (28) dated December 27, 2005
Page 11 of 11
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Recommendation of Division Directors

| | Negotiated Due Dates
Decision#: 345666 Registratioii#: 75318-A
Fee Category: B67 o PRIA Decision Time Frame:
Submitted by: Mari Duggard | .| Branch: BPB/BPPD Date: 11/23/05
Company: B2E |
Original Due Date: 12/29/04 ProlposedA New Due Date: 12/30/05

Previous Negotiated Due Dates: 6/28/05; 10/31/05; 11/30/05

Issue (describe in detail):

Questions remain to be resolved between EPA and the company about how this product
will be used for mosquito control in floodwaters. The product is only effective for 1 day,
but the company intends there to be a limited time for this formulation. Methoprene
(the active ingredient) is very sensitive to UV light and there is no UV protection in this
formulation. The company is preparing information and has sent some information to
BPPD electronically today. We need time to resolve this and company is wnllmg to give
us 30 days. Hopefully this is the last renegotiation.

Describe Interactions with Company (describe when contacted and company’s response
including response to previous negotiated due dates):
Email and telephone conversations. The company would rather give an extension than

not of high quality) to address issues we have raised in the reviews to date.

get a registration without the mosquito use included. They have provided data (although

Rationale for Proposed Due Date:

30 days should be 'enough time to resolve remaining issues.

Other Comments:

Approved: ' K ' Disapproved:

h)

if disapproved, action to be taken:

/
OD or DOD Signature: %4_/

V /

Draft as of December 27, 2004
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WASHINGTON

1101 17th Street, NW.
Suite 500

Washington, D.C. 20036
Telephone 202 223-4392

Fax 202 872-0745

Spear Tower, Suite 3622

SAN FRANCISCO

One Market
San Francisco, CA 94105
Telephone 415 293-8061

Fax 415 293-8001

1

SACRAMENTO

712 Fifth Street

Suite A

Davis, CA 95616
Telephone 530 757-1298

Fax 530 757-1299

E-mail tsg@tsgusa.com

http://www.tsgusa.com

TECH! 0GY
SCIENCES
GROLP
INC

Janet Andersen May 3 2004
Biopesticides and Pollution Prevention Division (7511C)
Office of Pesticide Programs, EPA RLLL
1801 South Bell Street ceee
Arlington, VA 22202 .:::':
RE: B2E-01; File Symbol 75318-A cozees  “eeen

Offer to renegotiate the PRIA due date ::E::. ¢ Teet
Dear Dr. Andersen: :.::.

L ] o @

On behalf of B2E Biotech LLC, the purpose of this letter is to offer to renegotiate
the PRIA due date for the above referenced pending application. At present, the
PRIA due date for this application is June 28, 2005. The registrant is currently in
process of generating data in response to a deficiency letter from the Agency
(dated March 28, 2005), and expects to have a resubmission in by the end of
June 2005. To allow the Agency sufficient time to review our resubmission, with
this letter we hereby offer to renegotiate the due date to October 31, 2005.

Please respond back in writing (via email or letter) your agreement with this
extension. We will advise the Agency promptly if there is any change in our
anticipated resubmission date. Thank you in advance for your assistance and
consideration on this matter.

Sincerely,

Amy Plato Roberts
Regulatory Consultant for B2E Biotech LLC
C >act dial (202) 828-8964; email: aroberts @tsqusa.com

cc: Bill Mintz, President, B2E Biotech LLC
Mari Duggard, RAL, Biochemical Pesticides Branch, BPPD, EPA
Linda Hollis, Team Leader, Biochemical Pesticides Branch, BPPD, EPA
Sheryl Reilly, Chief, Biochemical Pesticides Branch, BPPD, EPA
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*Inert ingredient information may be entitled to confidential treatment*

]

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

- William K. Mintz MAR 2 8 2005
B2E Biotech, LLC
500 Mamaroneck Ave., Suite 201
Harrison, NY 10528 773047 ] BE7

: YA
RE: Your re-submission to Agency deficiency letter dated 15 Dec 2004
B2E-01 (EPA File Symbol 75318-A; an end-use product for use in tobacco processing, storage
facilities and waste water treatment facilities)

Dear Mr. Mintz:

The application referred to above, submitted in connection with registration under FIFRA section

3(c)(5) has been reviewed by BPPD and deficiencies have been identified and are as follows.

Confidential Statement of Formula (CSF) Revision

In box 10 on the CSF, for the ingredient -

I it must be listed with the other components, along with its percentage in the composition
and CAS number. >

Toxiciology

MRID 46445801(Response to Tier ! Biochemical Pesticide Data Requirements for B2E-01) contains

requests to waive all acute toxicity data requirements and rationales to the request. The submitted rationales
sufficiently addressed the acute oral toxicity data requirement, but did not adequately discuss the remaining
guideline requirements. Your data waiver request has been granted for ("’ the acute oral toxicity data
requirement, based on the information discussed in the rationale (OPPTS Guideline 870.1100) and for  the
acute dermal toxicity data requirement (OPPTS Guideline 870.1200), because dermal toxicity is not expected
based on what is known about the inert ingredients. The following acute toxicology data requirements were not
satisfied through review of your rationale and must be addressed through the submission of quantitative data or
literature for each specific route of exposure, in addition to addressing possible human exposure scenarios for
each route of exposure:

Acute inhalation (OPPTS Guideline 870.1300)

Primary eye irritation =~ (OPPTS Guideline 870.2400)
Primary skin irritation ~ (OPPTS Guideline 870.2500)
Dermal sensitization (OPPTS Guideline 870.2600)

Product Performance Data LA

Your product label includes claims against public health pests (filter flies, midges, floodwater

mosquitoes) for which efficacy data is required. The submitted product performance studies (MRIDs 42625405-
. 07) have been classified as supplemental, but upgradeable pending characterization of application methods and

tates used in the studies. The submitted product performance addendums (MRIDs 46453001 and 46453002) are

insufficient to upgrade the efficacy data to acceptable. You must correct and/ or clarify the following

deficiencies:;
a. Your product performance data tests the formulation for B2E-01 containing 33.6% S-
, " Methoprene at certain label rates and proportionally estimates its effectiveness at higher dosage
rates. Your addendum to the subrmtted data prowdes reasomng and explams the methodology
of extrapolating and bridging T g demonsiration of
the product’s efficacy. Product per imafion, therefore
= 2 VRN N— k- B T T R e e

OATE

—settmevsssncans Pleese0 00 cnavesss
P
R Ll shiid
-----------------------------------------------
----------
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Linda To
Hollis/DC/USEPA/US@EP
A
cc
12/17/04 01:27 PM
bcc

Subject

Janet Andersen/DC/USERA/US@EPA

Mari Duggard/DC/USEPA/US@EPA, Gail
Tomimatsu/DC/USEPA/US@EPA, Russell
Jones/DC/USEPA/US@EPA

Fw: Clarification Request & Negotiation Letter - My
comments
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requirements would be at our meeting on October 7, 2004 and were
told that they would be contained in the deficiency letter. They
are not specified in the deficiency letter and so we still are
uncertain of the requirements. What are the exact study(ies)
required, identified by OPPTS guideline number?

b. Another question raised at the October 7 meeting was which
products would need non-target organism data. In the 1991 RED, it
stated that only slow-release products used in estuarine
environments would require further (unspecified) data . Also, the
definition of "slow-release" was not clearly defined and B2E
requested guidance. We were told that this also would be
contained in a deficiency letter. Can you please identify the
products that are considered "slow-release" and for which there an
ecological toxicity concern?

c. The deficiency letter acknowledges (last paragraph on page
3-Item #2) receipt of the November 5, 2004 email containing 2
published studies. The letter further states that these should be
formally submitted with "an explanation of why each journal
article satisfies a particular requirement...". We still do not
know which requirements need to be satisfied. Additionally, in
the November 5.email, we requested an indication of whether these
publshed studies were acceptable in principle to fulfill any data
requirements. If the Agency were able to give an indication on
whether or not the published articles could be acceptable in
principle (with the appropriate accompanying waiver requests and
scientific rationale), this would be helpful.

2) On page 6, it appears that the entire page is referring to
75318-G and not 75318-E. However, B2E does need to know if there
are any deficiencies with the submitted studies supporting
75318-E. :
With the clarification of the above items B2E will be able to work with
the Agency to expeditiously negotiate a new PRIA due date with
consideration of the needs of both the BPPD and B2E. In an effort to
move the process forward- and to comply with the current due date, a
letter is attached to this email formally requesting proposed extended
PRIA due dates.

Sincerely,
William Mintz(See attached file: PRIA Negotiation Letter 01.pdf)

N,

FR1& Megotistion Letter 01, pdf
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*Inert ingredient information may be entitled to confidential treatment*

connections) between products and whete there are possibilities to bridge data. It is your obligation to
request a waiver due to bridging data and explain why that is scientifically valid. If we do not find the
waiver justification valid, the study(ies) will have to be conducted and reviewed before EPA can make a
decision on your application(s). Please feel free to contact me, but understand that I will rely on my staff
who have more expertise with these products.

75318-A End Use Product

This product is an end use product for tobacco facilities which relies on a technical methoprene product
registered by Hartz Corporation (74032-1) containing 95.5% active ingredient. Your proposed product
consists of 33.6% of the active ingredient and 66.4% intentionally added inert ingredients.

While you have claimed formulator’s exemption, which under FIFRA section 3(c)(2)(D) exempts you from
the requirement to submit or cite data pertaining to the safety of the active ingredient because you are using
an EPA registered source, you must still meet the data requirements for the formulated product. The Agency
does allow for bridging of toxicology and non-target grganism data when the studies are conducted on the
test material of higher concentration than that of the concentration in the pending product. However, this
method of data support (bridging from the source product) will not be acceptable in this case for the reason
below:

Your product contains inert ingredients that are not present in the source product for which there
may be toxicological concerns that cannot be determined without testing or must be explained by a data
waiver request for each data requirement individually.

Based on the information presented above, the following data and/or information are required to
support registration of the proposed end use product:

l. Biochemical pesticide toxicology data required
All Tier I toxicity studies (required) - see footnotes in the data tables for 158.690 for test substance
and criteria for conditionally required data. You may request waivers individually for each Tier 1
data requirement. If you do not believe that the inerts change the toxicity categories for the Tier 1
data requirements, you must submit a scientific rationale for EACH data requirement.

2 Biochemical pesticide product analysis data required
Storage stability data on the formulated end use product. Storage stability data conducted on a
registered source of a Technical Grade Active Ingredient (TGAI) can be used to support the
registration of an end use product when the two are substantially similar in composition. However,
as discussed above, your formulated end use product differs substantially from the Hartz source
product. Thus, storage stability data must be generated on this end use product to support
registration, or you must request a waiver and provide a scientific rationale why these data are not
needed.

> Confidential Statement of Formula (CSF):
a. Identify the actual chemical names and CAS # used in the formulation of the product.

Currently, the proprietary names of the chemicals

are not sufficient. These components and their CAS # must be listed

individually in column 10.

b. Correct the spelling of the chemical [JJij on the CSF.

(29 ]
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*Inert ingredient information may be entitled to confidential treatment*

required data +

Biochemical pesticide non target organism data required
All Tier [ toxicity studies (required) - see footnotes for test substance and criteria for conditionally
required data

Biochemical pesticide product analysis data required
Storage stability data on the manufacturing use product (see explanation #1 above)

No product label comments or edits are included for this product as data requested above may
impact the label claims or precautionary language. A full label review will be conducted and any
changed, if needed will be provided to you upon review of the data.

75318-R End use product. water soluble pouch. aquatic & food crop use sites

Your application for this proposed end use product (EP), B2E-02 proposes to rely (by formulator’s
exemption) on your pending MUP (75318-L) for which the core data deficiencies listed above need to be
addressed before a decision on the registration of this product can be made. The Agency does allow for
bridging of toxicology and non-target organism data when the studies are conducted on the test material of
higher concentration than that of the concentration in the pending product. This method of data support
(bridging from the source pending product) will be acceptable in this case since this end use product is a
dilution of the test material (formulated manufacturing use product). However, if the formulation for this
end use product is changed such that it does pot represent a dilution of the pending source but contains
additional inerts which are not a part of the manufacturing use product (pending source), bridging of data
may not be allowed and you may be required to generate all required data on the alternate fotmulation.
Therefore, pending approval of the source MUP, the following will be required at this time to support
registration of this formulation:

1. Confidential Statement of Formula (CSF) deficiencies:
In box 10, change the CAS# for the |
2. Product Chemistry Data:

Clarify the statement, **Adjust the B2E-06 to obtain 40% active ingredient, if necessary.”
(found on page three of MRID 46115603 entitled “'Description of the Formulation
Process ") Based on the label and data for the MUP, the concentration of the active

. ingredient in the MUP should remain at 40% (B2E-06) without the need for adjustment.

3. Product Performance Data: 2
Product performance studies must be conducted according to the Directions for Use as
specified on the label. Your product label includes claims against a public health pest, and
must be tested in the same manner it is intended to be used by a consumer. The application
rates used in the submitted studies aré not within the recommended range on the label. You
must establish equivalence between rates of application stated in the studies and rates
recommended on the product label, as well as verify that the water solution tested is
actually the pending product.

4, Product Label Review: (refer to enclosed annotated label).
a. Please indicate the net content/ weight of the product.
4

110




111



*Inert ingredient information may be entitled to confidential treatment*

158.690.) Because of the preserice of a likely skin irritant in the formulation of this product, the
Agency expects that a dermal irritation and an acute dermal toxicity study will be required although
you have the option of requesting a waiver. If the waivers for such guidelines are determined to be
unacceptable, the required studies will have to be conducted and reviewed before the Agency can
make a decision on your application.

Confidential Statement of Formula (CSF) deficiencies:

r.. In order to correctly identify the actual composition of the =

please list all three of these ingredients, their CAS numbers, and their percentage
in the composition in the same box (box 10).

a.

b. The CAS# listed for the [N on the CSF is incorrect, as it currently reflects the

CAS # for [ Pcasc revise.

Product Chemistry Data:

Please clarify the statement, “Adjust the B2E-06 to obtain 40% active ingredient, if
necessary.” (found on page three of MRID 46115003 entitled “Description of the
Formulation Process ). Based on the label and data for the MUP, the concentration of the
active ingredient in the MUP should remain at 40% (B2E-06) without the need for
adjustment. .

rd

Product Performance Data:

a. The submitted studies exhibit that lasting efficacy of the product is variable with rates and
species of mosquito. The data from MRID 461150-06 concludes that the product was
effective (based on OPPTS guideline 810.3400, which requires 95% minimum population
reduction) for up to 7 days post-treatment. Data derived from the submitted studies do not
support lasting efficacy of the product for 30 days as stated on the product label. You must
either amend your label to reflect the efficacious period exhibited in the study, or re-submit
data which proves lasting efficacy for 30 days or more.

b. Please clarify the discrepancy between data values reported on page 6 and Table 1 of MRID

. 461150-06 for average percent [Es. The text reports averages of 40 and 60 percent for IE of
larvae introduced 28 and 35 days, respectively. This information appears inverted in Table
1, where average [E for larvae introduced 28 and 35 days post treatment is 60 and 40
percent, respectively.

Product Label Review: (refer to enclosed annotated label)

a. Please indicate the net content/ weight of the product.
b. Please provide the appropriate Establishment Number on the product label.
& Please add the “If Swallowed™ route of exposure and the labeling language:
“If Swallowed:
6
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*Inert ingredient information may be entitled to confidential treatment*

-
—

4

B [ order to correctly identify the actual composition of the [l
I picase list all three of these ingredients, their CAS numbers, and their percentage

in the composition in the same box (box 10).

The CAS# listed for the || ] on the CSF is incorrect, as it currently reflects the

CAS # for . Please revise.

Product Chemistry Data:

Please clarify the statement, “Adjust the B2E-06 to obtain 40% active ingredient, if
necessary.” (found on page three of MRID 46115003 entitled “Description of the
Formulation Process”). Based on the label and data for the manufacturing use product
(MUP), the concentration of the active ingredient in the MUP should remain at 40% (B2E-
06) without the need for adjustment.

Product Performance Data:

a.

The submitted studies demonstrate that lasting efficacy of the product is variable with
application rates and species of mosquito. The data from MRID 461150-06 concludes that
the product was effective (based on OPPTS guideline 810.3400, which requires 95%
minimum population reduction) for up to 7 days post-treatment. Data derived from the
submitted studies do not support lasting efficacy of the product for 30 days as claimed on
the product label. You must either amend your label to reflect the efficacious period
exhibited in the study, or re-submit data which supports the label claims.

Please clarify the discrepancy between data values reported on page 6 and Table 1 of MRID
461150-06 for average percent IEs. The text reports averages of 40 and 60 percent for [E of
larvae introduced 28 and 35 days, respectively. This information appears inverted in Table
1, where average IE for larvae introduced 28 and 35 days post treatment is 60 and 40
percent, respectively.

Product Label Review: (refer to enclosed annotated label)

a.

b.

. Please indicate the net content/ weight of the product.

Please provide the appropriate Establishment Number on the prodyct label.

Please add the “If Swallowed™ route of exposure and the labeling language:

“If Swallowed:
-Call a poison control center or doctor immediately for treatment advice.
-Have person sip a of water if able to swallow.
-Do not induce vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscious person.

It is preferred by the Agency that the Storage & Disposal section of a product label be

displayed in boxed format. so that it can be easily distinguishable from other labeling
language.
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*Inert ingredient information may be entitled to confidential treatment*

-

+4 d 3

e. Please incorporate the phrase, “To the fullest extent permitted by law,” to your warranty
) statement, as it currently includes overly broad language regarding the limitations of
liability.
£ Certain sites as listed on your proposed product label are not supported by the data you

submitted. You must either amend your application to remove all aquatic use sites, provide
the data, or cite other data available to EPA, including certification of an offer to pay to rely
on other data. Please see below for clarification: - :

Salt water marshes, irrigated cropland, rice fields, etc - your label contains several
use sites which support aquatic non/food crop use patterns. Wildlife and aquatic
organisms data requirements must be addressed. It is the Agency’s understanding
that you anticipate submission of data which may support these use sites. However,
at this time, and until Agency receipt and approving review of such data, the above
referenced use sites are unacceptable on the product label.

Please note that labeling comments are subject to change per review of requested materials.

75318-U End use product briquet for aquatic & food crop use sites

Your application for the proposed end use product B2E-05 proposes to rely (by formulator’s exemption) on
your pending MUP (75318-L) for which the core data deficiencies listed above need to be addressed before
a decision on the registration of this product can be made. The Agency does allow for bridging of toxicology
and non-target organism data when the studies are conducted on the test material of higher concentration
than that of the concentration in the pending product and the additional inert ingredients are not likely to
increase the potential for adverse effects or raise toxicological concerns. This method of data support
(bridging from the source pending product) will be not acceptable in this case since this your proposed end
use product varies substantially in inert composition from the source product. The submitted CSF lists
certain inert ingredients (including a likely skin irritant), which alter the formulation such that the end-use
product formulation cannot be considered similar enough to the source product (75318-L) to rely on its data
with regards to toxicity and non-target organisms data requirements for registration applications. Therefore,
pending approval of the source MUP, the following will be required at this time to support registration of
this formulation:

1. Biochemical Pesticide Toxicity data
You must submit product-specific data on your proposed end use product, or an acceptable waiver
request which provides scientific rationale that justifies a waiver of each data requirement (40 CFR
158.690.) Because of the presence of a likely skin irritant in the formulation of this proposed
product, the Agency expects that a dermal irritation and an acute dermal toxicity study will be
required, although you have the option of requesting a waiver. If the waivers for these data are
unacceptable, the guideline studies will have to be conducted on your formulated product, submitted
for review and determined to be acceptable before the Agency can make a decision on your
application.

2. Confidential Statement of Formula (CSF) deficiencies:
9
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*Inert ingredient information may be entitled to confidential treatment*

B i order to correctly identify the actual composition of the [l
I picase list all three of these ingredients, their CAS numbers, and their percentage

in the composition in the same box (box 10).

The CAS# listed for the [N o the CSF is incorrect, as it currently reflects the

CAS # for [ Plcase revise.

Product Chemistry Data:

Please clarify the statement, “Adjust the B2E-06 to obtain 40% active ingredient, if
necessary.” (found on page three of MRID 46115103 entitled “Description of the
Formulation Process”). Based on the label and data for the MUP, the concentration of the
active ingredient in the MUP should remain at 40% (B2E-06) without the need for
adjustment.

Product Performance Data:

The submitted study MRID 461151-06 exhibits that B2E-05 was effective in controlling
tested pests for 23 days. Based on the 95% minimum population reduction required in
OPPTS guideline 810.3400, the data derived from the submitted studies do not support
lasting efficacy of the product for 30 and 150 days as claimed on the product label. You
must either amend your label to reflect the efficacious period exhibited in the study, or re-
submit data which support the label claims.

Product Label Review: (refer to englosed annotated label)

a.

b.

Please indicate the net content/ weight of the product.
Please provide the appropriate Establishment Number on the product label.

It is preferred by the Agency that the Storage & Disposal section be displayed in boxed
format, so that it can be easily distinguishable from other labeling language.

Please incorporate the phrase, “To the fullest extent permitted by law,” to your warranty
statement, as it currently includes overly broad language regarding the limitations of
liability.

In the final paragraph under the heading “Application Rates,” following the final sentence
of the paragraph, please clarify on the label what is meant by the term “biological
inspection,” as this product also includes Residential use labeling language.

Please revise the Directions for Use per PR Notice 2000-5, regarding mandatory and
advisory statements. Also, please note other grammatical, typographical and punctuation
comments on draft label.

(pages 2-4 and 6)

In the final sentence under the heading. “Introduction,” please revise the final sentence to
read:

“B2E-05 prevents the emergence of adult Culex mosquitoes, which are known
vectors of diseases. and may transmit West Nile Virus.”

10
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B2E Bioteck LLC

500 Mamaroneck Ave. e Suite 201 o Harrison, NY 10528 ¢ USA ¢ Phone: 914-777-1111 e Fax: 914-777-0781
e www.b2ecorp.com e

BY Fed Ex
October 26, 2004

ATTN: Sheryl Reilly, Chief

Biochemical Pesticides Branch

Biopesticides & Pollution Prevention Division (7511W)
U.S. Environmental Protection Agency

1801 South Bell Street

Arlington, VA 22202-4501

EPA File Symbol: 75318-A
Product Name: B2E-01
Company Name: B2E Biotech LLC

Subject(s): Submission of a revised label in support of a pending application
Dear Dr. Reilly:

Enclosed are five (5) copies of a revised label in support of our pending application
referenced above. This label has been revised to accomplish the following:
Correct instructions in the First Aid section;
Correct application directions for compliance with PR Notice 2000-5;
Revise application directions for better readability;
Add sunflowers to Stored Products label;
Increase application rates on all crops related to Stored Products;
Revise Mixing & Handling instructions for better rea~-bility;
Change Midge and Filter Fly label application rate from 3-5 oz nillion
gallons flow to 3 oz per million gallons flow;
8. Add the following sites to the Mosquito label: grassy swales and floodplains;
AND,
9. Add identifying footers.

Nooh~wd =

Should there be any questions, | can be contacted directly by phone at 631-537-
9797 or by email (bmintz@b2ecorp.com). Thank you in advance for your consideration.

Sincerely,
[} L ]
'YX XXX}
VYV I\, IVIHILE \ %%
Manager sece
[ [ F XXX X]
[ e @
[ X ] [ ] [ ] [ ]
Enclosures %’ cecses
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B2E-01
MASTER LABEL

An Incect Growth Reaulator

ACTIVE INGREDIENT:

(S)-Methoprene (CAS #65733-16-6). .. ..... 33.6%
OTHERINGREDIENTS.:. . .. ... .. ... .... 66.4%
Total:.. . ... .. 100.0%

EPA Reg No. 75318-
EPA Est. No.

B2E Biotech LLC
500 Mamaroneck Avenue
Harrison, NY 10528

KEEP OUT OF REACH OF CHILDREN

See (back panel) (side panel) (insert label) for additional precautionary

CAUTION

statements

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye imitation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes

» Hold eye open and rinse slowly and gently with
water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.

» Call a poison control center or doctor for treatment
advice.

If on skin

» Take off contaminated clothing.

* Rinse skin immediately with plenty of water for 15-
20 minutes.

« Call a poison control center or doctor for treatment
advice.

if swallowed

« Call a poison control center or doctor for treatment
advice

* Do not induce vomiting unless told to do so by a
poison control center or doctor.

* Do not give any liquid to the person.

* Do not give anything by mouth to an unconscious
person.

Have the product container or label with you when calling a poison control center or doctor, or going for
treatment. You may also contact 1-XXX-XXX-XXXX for emergency medical treatment information.

B2E-01; EPA Reg. No. (Pending as File Symbol 75318-A)
Label version 18F dated October 26, 2004
Page 1 of 9
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B2E-01
MASTER LABEL

An Insect Growth Raaulator

ACTIVE INGREDIENT: LR
(S)y-Methoprene (CAS #85733-16-6). ... .... 33.6% siesee .
OTHERINGREDIENTS... ... ............ 66.4% . . e, o,
Total:. . ... e 100.0% cesere s oo
EPARegNi ~~ .. Ceses’
EPA Est. N¢ esves’
B2E Biotech LLC eee®
500 Mamaroneck Avenue sees
Harrison, NY 10528 eoee
KEEP OUT OF REACH OF CHILDREN
CAUTION
See (back panel) (side panel) (insert label) for additional precautionary
statements

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION
Causes moderate eye irmritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes * Hold eye open and rinse slowly and gently with
water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.

« Call a poison control center or doctor for treatment
advice.

If on skin « Take off contaminated clothing.

* Rinse skin immediately with plenty of water for 15-
20 minutes.

« Call a poison control center or doctor for treatment
advice.

If swallowed » Call a poison control center or doctor for treatment
advice

* Do not induce vomiting uniess told to do so by a
poison control center or doctor.

+ Do not give any liquid to the person.

* Do not give anything by mouth to an unconscious
person.

Have the product container or label with you when calling a poison control center or doctor, or going for
treatment. You may also contact 1-X0O-XXX-XXXX for emergency medical treatment information.

B2E-01; EPA Reg. No. (Pending as File Symbol 75318-A)
Label version 17F dated September 27, 2004
Page 1 of 8
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VOLUME 1

TITLE

Administrative Materials

Application for End Use Product
B2E-01

DATA REQUIREMENTS

40 CFR Subpart D 158.690(d)

AUTHOR

William K. Mintz

STUDY COMPLETED ON

March 1, 2004

PERFORMING LABORATORY

N/A

Study Number

B03-04-0011

SUBMITTED BY

B2E Biotech LLC
500 Mamaroneck Ave.
Harrison, NY 10528

Page 1 of 21 / Study Number B03-04-0011
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STATEMENT OF DATA CONFIDENTIALITY CLAIMS

No claim of confidentiality is made for any information contained in this study on
the basis of its falling within the scope of FIFRA section 10(d)(1)(A), (B), or (C).

No supplemental claim of confidentiality is made for the information contained in
these studies on the basis of FIFRA section 10(a) or (b). This document,
however, is proprietary to B2E Biotech LLC and is considered to be confidential
and trade secret information in all other countries and for all purposes other than
those enunciated in FIFRA section 3 and section 10.

Information contained in these studies should not be reviewed, abstracted, or
used by persons other than EPA without the expressed written consent of B2E
Corporation, except as required to carry out the requirements of FIFRA.

Submitter: B2E Biotech LLC
500 Mamaroneck
Harrison, NY 10528

Company Agent.___ William K. Mintz Date: March 1, 2004
Title: Manager M %;/,
- Signature

Page 2 of 21 / Study Number B03-04-0011
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GLP COMPLIANCE STATEMENT

This study does not meet the requirements of 40 CFR Part 160, and differs in the following way:

This information is not subject to GLP standards.

Submitter: B2E Biotech LLC
500 Mamaroneck
Harrison, NY 10528

Company Agent.___William K. Mintz Date: March 1, 2004
Title: Manager WM
Signature \3

Page 3 of 21 / Study Number B03-04-0011
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Form Approved. OMB No. 2070-0080. Approval Expires 5-31-98.

SEPA

United States

Environmental Protection Agency

Washington, DC 20460

Formulator's Exem
(40 CFR 152.85)

tion Statement

Applicant's Name and Address

B2E BIOTECH LLC

500 Mamaroneck Avenue
Suite 201

Harrison, New York 10528

75318 -

EPA File Symbol/Registration Numoer

B2E-01

Product Name

Date of Confidential Statement of Formule [EPA Form 8570-4)
September 2, 2003

As an authorized representative of the applicant for registration of the product identified above, | certify that:

(S)-Methoprene

®

(1) This product contains the following active ingredient(s):

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled.

(3) Indicate by checking {A) or (B) below which paragraph applies:
[J (A} An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is

attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph {1).

OR

X1 (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with the EPA is
complete, current, and accurate and contains the information required on the current CSF.

‘(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient

Product Name

Registration Number

(S)-Methoprene

(S)-Methoprene Technical

74032-1 N o
R-ST SM Insect Growth Regulator e o o
oe o0
[ ] 00000
. o &
* [ L]
(I XX NN}
o0o® GO
[ ]
ee o (X ]
* ¢ o
o0 @ (A X XX )
L] L X ) : [ X ]
(XX X ]
L]
e @
[ XX X ]
[ ]
(X X X J
Name and Title Date
/A/Z William K. Mintz, Manager March 1, 2004 N

EPA Form 8570-27 (Rev. 0-98)

# U.8 GPO: 1996-386-820/20413

Page 14 of 21 / Study No. B03-04-0011

White - EPA copy
Yellow - Applicant copy
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Form Abprovéd OMB Ne. 2070-0060

(’""‘3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Mw 401 M Street, S.W. . . ee o%e  o%e

WASHINGTON, D.C. 20460 . s %o "0l
L e e []

v A v
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol "
B2E BIOTECH LLC, 500 Mamaroneck Avenue Suite 201, Harrison, NY 10528 75318- ¢

Active Inaredient(s) and/or representative test compound(s} Date

(S)-Methoprene  (S-Methoprene Technical R-ST SM Insect Growth Regulator) March 1, 2004 Il
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name ||
End Use Product B2E-01

I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION i: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
] a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lil: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
appiication for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) ! have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that submitted the study and have
offered (1) to pay compensation to the extent required by sections 3(c){1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with
FIFRA.

I certify that the statements | have made on this form and ali attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature Date Typed or Printed Name and Title
% 311104 William K. Mintz , Manager

EPA Form 8570-34 (9-97) Electronic and Paper rsiony available. Submit only Paper version.

Page 15 of 21 / B03-04-0011
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Form Approved OMB No. 2070-0060

o,

&

[
UNITED STATES ENVIRONMENTAL PROTECTIONA.GENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

1

completed form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1 hour per response for registration
activities and 1 hour per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms.
Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director,
OPPE Information Mangaement Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98-1)
1. PRODUCT NAME: B2E-01 2. Reg. No. 75318-

3. COMPANY NAME: B2E Biotech LLC

4. SUBMISSION DATE:
March 1, 2004

5. FIRST SUBMISSION A
6. RESUBMISSION [T]

7. PESTICIDE TYPE: Biopesticide - Insect Growth Regulator

10. REGISTRATION

8. FORMULATED MANUFACTURING-USE PRODUCT [[ ] or_9. END-USE_PRODUCT %]

11. REREGISTRATION [[ ]

13. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER #/NAME (IF KNOWN); Sheryl Reilly

PM 1120

12, REREG CASE #

14. GUIDELINE REFERENCE

15. VALUE or QUALITATIVE DESCRIPTION/METHOD(s) USED

WHERE APPLICABLE AND REFERENCES

16. MRID or REPORT NO.

Group B, Series 830-Physical and Chemical Properties (40 CFR 158.190)

Chemical Incompatibility

reducing agent

-6302  Color white 001-004333/2 !
6303  Physical State liquid 001-004333/2

-6304  Odor mild 001-004333/2

6314  Oxidation/Reduction: N/A - the material is not reactive nor does it contain an oxidizingor |  ______

HDPE container after 30 days in ambient conditions or under
accelerated shelf life conditions (40°C.)

6315 F;.mm,b;m'y/phme N/A - the product does not contain a combustible ligud
Extension
6316 Explodability N/A- the product is not potentially explosive based on structure |
6317 Storage Stability There has been no change in the concentration of the Al under B07/03/009
ambient conditions or under accelerated shelf conditions (40°C.) for
30 days in HDPE container
-6319 Miscibility The product is completely miscible in mineral oil and forms emulsion 001-004333/2
in water.
-6320 Corrosion Characteristics There have been no observations of reactivity of the liquid or the B07/03/006

-6321 Dielectric Breakdown

N/A - the material is not to be used around electrical equipment

Bulk Density

Voltage
7000 pH 6.00 001-004333/2 )
7100 Viscosity 23cP 001-004333/2
-7300 Density/Relative Density/ 0.980 g/mL 001-004333/2 ]‘

EPA Form 8570-36 (07/JAN/1998)

Page 16 of 21 / B03-04-0011
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY °°°

oy 401 M Street, S.W.
(=2, WASHINGTON, D.C. 20460 . . .
° oo o @ e o o
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L) ® @
oo o

[ ]
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response
for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and
completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including
suggestions for reducing the burden to: Director, OPPE Information Mangaement Division (2137), U.S. Environmental Protection Agency, 401
M Street, S.W., Washington, DC 20460. Do not send the completed form to this address.

SELF-CERTIFICATION STATEMENT FOR THE
PHYSICAL/CHEMICAL PROPERTIES (PR NOTICE 98-1)

Product Name: B2E-01

Reg. No./File Symbol No.  75318-
(if known) or Company No.

SELF-CERTIFICATION STATEMENT:

I certify that the reported information on the "Summary Form" represents a true and accurate record of
the test results of studies generated or owned by (Company Name): B2E Biotech LLC
and that the values of the properties reported are reliable.
I further certify that such data was generated in substantial conformity with OPPTS Test Guidelines Series 830
Product Properties, applicable to my product, and in effect at the time of submission.

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend the
registration of this product without opportunity for hearing, or (3) assess civil penalties provided for in section
14 of FIFRA for violations of section 12(a)(2)(N) of FIFRA without opportunity for hearing, if I have not
submitted to EPA within thirty (30) days of receipt of a request by the Agency, or within a specified time
agreed to by the Agency, test results of studies summarized in the "Summary Form."

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend the
registration of this product without opportunity for hearing, or (3) assess civil penalties provided for in section
14 of FIFRA for violations of sections 12(a)(2)(N), 12(a)(2)(Q), or 12(a)(2)(R) of FIFRA without opportunity
for hearing, if I fail to provide to EPA within thirty (30) days of receipt of a notification of error, or within
a specified time agreed to by the Agency, information that EPA determines is required to correct the error.

Type Applicant’s Name:

William K. Mintz

Title: Telephone No.
Manager 631/537-9797

Applicant's Signature: M W Date: March 1. 2004

EPA Form 8570-37 (07/JAN/1998) Q
Ammchd Page 17 of 21/ B03-02-0011
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Hartz-B2E LC

500 Mamaroneck Ave. e Suite 201 e Harrison, NY 10528 ¢ USA e Phone: 914-777w 111 « Fa§ 914777-Q781
e v hd [ K]
* @

August 11, 2003

B2E Biotech LLC
500 Mamaroneck Avenue
Harrison, NY 10528

Certificate of Permission

Dear Sirs:

Hartz-B2E LLC hereby grants permission for B2E Biotech LLC to cite the data below
forits a; lication for B2E-01:

MRID# |TITLE

450873-09 | Acute oral toxicity in rats
450873-10 | Acute dermal toxicity in rats
450873-11 | Acute inhalation toxicity in rats
450873-12 | Primary eye irritation in rats
450873-13 | Primary skin lrritation in rabbits
450873-14 | Dermal sensitization in guinea pigs
455434-01 | Avian Acute Oral Toxicity Test
455434-02 | Avian Dietary Toxicity Test
455434-03 Fish Acqte Toxicity Test, Freshwater
and Marine

Aquatic Invertebrate Acute Toxicity
455434-04 Test, Freshwater Daphnids

Sincerely yours,
y A

William K. Mintz
Manager

Page 20 of 21 / Study Number B03-04-0011
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B2E Corporation

500 Mamaroneck Ave. e Suite 201 e Harrison, NY 10528 ¢ USA e Phone: 914-77723111 « Fax2914+777-0481
L e o °

January 13, 2004

B2E Biotech LLC
500 Mamaroneck Avenue
Harrison, NY 10528

Certificate of Permission

Dear Sirs:

B2E Corporation hereby grants permission for B2E Biotech LLC to cite the data
below for its application for B2E-01:

MRID # TITLE
457374-05 Enforcement Analytic Method

Sincerely yours,

President

Page 21 of 21 / Study Number B03-04-0011
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B2E-01
MASTER LABEL

An Insect Growth Reaulator

ACTIVE INGREDIENT:

® [ ]
(S)-Methoprene (CAS #65733-16-6). . . . ... . 33.6% eetes
OTHERINGREDIENTS*:. . . ... .......... 66.4%
Total:. . .. ... ... ... 100.0%
[ ] (XX XN X}
’ This product contains 2.748 Ib/gallon (329.3 grams/liter) (S)-Methoprene active ingredient Seeore A
[ ] [ X X X BN ]
EPA Reg No. 75318- 0o o ‘o0’
A Est. No. “ee’e’ sosee
L] [ K X X X J
B2E Biotech LLC esse
500 Mamaroneck Avenue ®ee o'
Harrison, NY 10528 esee
L X J : L

KEEP OUT OF REACH OF CHILDREN
CAUTION

See additional precautionary statements

'RECAUTIONARY STATEMENTS
IAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and

. water after handling. Remove contaminated clothing and wash clothing before reuse.
FIRST AID
If in eyes * Hold eye open and rinse slowly and gently with

water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.

» Call a poison control center or doctor for treatment
advice.

If on skin » Take off contaminated clothing.

* Rinse skin immediately with plenty of water for 15-
20 minutes.

» Call a poison control center or doctor for treatment
advice.

if swallowed * Immediately call a poison control center or doctor.
Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give any liquid
to the person.

Do not give anything by mouth to an unconscious

person.
Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.
l ENVIRONMENTAL I'* ZARDS

Do not contaminate water when disposing of rinsate or equipment washwaters.

Page 6 of 21 / B03-04-0011
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B2E-01
MASTER LABEL

An Insact Growth Reaulator

ACTIVE INGREDIENT:
(S)-Methoprene (CAS #65733-16-6). .. ..... 33.6% A
OTHER INGREDIENTS*.. . .............. 66.4% | e oo
Total:. . ...... .. . 100.0%
This product contains 2.748 Ib/galion (329.3 grams/liter) (S)-Methoprene active ingredient .
EPA Reg No. 75318- Jreeee
EPA Est. No. ce o
*e @
B2E Biotech LLC o
500 Mamaroneck Avenue esee
Harrison, NY 10528 ‘ecee’
(XX X]
KEEP OUT OF REACH OF CHILDREN cese

CAUTION

See additional precautionary statements

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes * Hold eye open and rinse slowly and gently with
water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue nnsing eyes.

* Call a poison control center or doctor for treatment
advice.

If on skin » Take off contaminated clothing.

* Rinse skin immediately with plenty of water for 15-
20 minutes.

» Call a poison control center or doctor for treatment
advice.

If swallowed * Immediately call a poison control center or doctor.
Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give any liquid
to the person.

Do not give anything by mouth to an unconscious
person.

Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.

ENVIRONMENTAL HAZARDS

Do not contaminate water when disposing of nnsate or equipment washwaters.

Page 6 of 21 / B03-04-0011
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B2E-01
MASTER LABEL

An Insect Growth Reaulator

ACTIVE INGREDIENT: o:.o .E
(S)-Methoprene (CAS #65733-16-6). ... .. .. 33.6%
OTHER INGREDIENTS*:. . .. . . . . . ... 66.4% . veeees
Total:. ........ ... .. 100.0% e o o
‘ L X J .: [ ] d °
q This product contains 2.748 Ib/gallon (329.3 gramsfliter) (S)-Methoprene active ingredient ° °ee’ ::
o0 o ”
[ ] ® o
EPA Reg No. 75318- oo o o-:.o.
EPA Est. No. v (X
[ X X N ]
B2E Biotech LLC ° e o
500 Mamaroneck Avenue seee
Harrison, NY 10528 essce

KEEP OUT OF REACH OF CHILDREN
CAUTION

See additional precautionary statements

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye imritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes + Hold eye open and rinse slowly and gently with
water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.

« Call a poison control center or doctor for treatment ]
advice.

If on skin * Take off contaminated clothing.
* Rinse skin immediately with plenty of water for 15- |
20 minutes.

« Call a poison controt center or doctor for treatment
advice.

If swallowed » Immediately call a poison control center or doctor.
Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give any liquid
to the person.

Do not give anything by mouth to an unconscious

person.
Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.

‘ ENVIRONMENTAL HAZARDS

Do not contaminate water when disposing of rinsate or equipment washwaters.

Page 6 of 21 / B03-04-0011

181




182



183



184



185



186



187



188



B2E-01
MASTER LABEL

An Insect Growth Reaulator

L] ¢ @
ACTIVE INGREDIENT: ee e
(S)-Methoprene (CAS #65733-16-6). ... .. .. 33.6%
OTHER INGREDIENTS*:. . . ............. 66.4% ¢
Total:. .......... .. ...l 100.0% tesess
| ' This product contains 2.748 Ib/gallon (329.3 grams/liter) (S)-Methoprene active ingredient %"
e @
EPA Reg No. 75318- .
EPA Est. No. .ooo..
B2E Biotech LLC seee
500 Mamaroneck Avenue esee

Harrison, NY 10528

KEEP OUT OF REACH OF CHILDREN
CAUTION

See additional precautionary statements

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes * Hold eye open and rinse slowly and gently with
water for 15-20 minutes.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.

» Call a poison control center or doctor for treatment
advice.

If on skin * Take off contaminated clothing.

* Rinse skin immediately with plenty of water for 15-
20 minutes.

« Call a poison control center or doctor for treatment
advice.

If swallowed * Immediately call a poison control center or doctor.
Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give any liquid
to the person.

Do not give anything by mouth to an unconscious

person.
Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.
. ENVIRONMENTAL HAZARDS

Do not contaminate water when disposing of rinsate or equipment washwaters.
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B2E-01
MASTER LABEL

An Insect Growth Reaulator

ACTIVE INGREDIENT:

(S)-Methoprene (CAS #65733-16-6). . . . . . . . 33.6%
OTHER INGREDIENTS . . . .o ... 66.4%
Total .. 100.0%

This product contains 2.748 Ib/gallon (329.3 grams/liter) (S)-Methoprene active ingredient

EPA Reg No. 75318-
EPA Est. No.

B2E Biotech LLC
500 Mamaroneck Avenue
Harrison, NY 10528

KEEP OUT OF REACH OF CHILDREN
CAUTION

See additional precautionary statements

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION

Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash thoroughly with soap and

water after handling. Remove contaminated clothing and wash clothing before reuse.

FIRST AID

If in eyes + Hold eye open and rinse slowly and gently with

water for 15-20 minutes.

advice.

* Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eyes.
* Call a poison contro! center or doctor for treatment

If on skin » Take off contaminated clothing.
20 minutes.

advice.

* Rinse skin immediately with plenty of water for 15-

« Call a poison control center or doctor for treatment

If swallowed * Immediately call a poison control center or doctor.
Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give any liquid

to the person.

person.

Do not give anything by mouth to an unconscious

Have the product container or labe¢ ith you when calling a poison control center or doctor, or going for

treatment.

ENVIRONMENTAL HAZARDS

Do not contaminate water when disposing of rinsate or equipment washwaters.
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